1. Review the description of the study at ClinicalTrials.gov. What changes have been made in the study design since it was registered in April, 2007? Are these significant changes? Do the changes affect the strength of the study? 2. What is the study design? Is this an effectiveness or and efficacy trial? Justify your answer. 3. The authors claim that this is a "double-blind" study. Do you agree? Were the participants masked to the treatment? Was the assessor nurse masked to the treatment? Discuss possible methods to more effectively mask the participants or the evaluators to the treatment assignment. 
